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THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )KI Responsive to communication(s) filed on 21 May 2004 . 
2a)S This action is FINAL. 2b)Q This action is non-finai. 
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5) D Claim(s) is/are allowed. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Status of claims 
Claims 1, 6-19 and 149-163 are pending 
Applicants' amendment filed 21 May 2004, which amends claims 1, 19 and 154, 
and cancels claims 2-5 and 20-148 has been entered. Also, applicants' request for 
extension of time of three months (filed 21 May 2004) has been entered. Thus, claims 1, 
6-19 and 149-163 are pending and reexamined in this Office action. 

Note that grounds of objection and/or rejection not explicitly restated and/or set 
forth below are withdrawn. 

Claim Rejections - 35 USC §112, the second paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter that the applicant regards as his invention. 

Claims 15 and 154 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 15 recites "non-native polypeptide"; the recitation is unclear because "non- 
native" ambiguously refers to (i) a denatured form of said polypeptide which structurally 
and functionally differs from the native form of the polypeptide; or (ii) a recombinantly 
produced or chemically modified polypeptide. Which one does the claim regard? Note 
that the specification does not provide sufficient definition for this recitation. 
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Claim 154 is unclear in "... are on adjacent amino acids" because "adjacent" can 
ambiguously refer to proximity in a space (e.g., in ternary structure of the polypeptide, 
the positive charged Arg residue may be adjacent to said negative charged Asp residue), 
or in primary structure, i.e., amino acid sequence. The specification does not define 
"adjacent amino acids" in term of protein primary and ternary structures thereof. 

Response to the rejection under 35 USC 112, the second paragraph 

The response filed 21 May 2004 asserts that the non-native polypeptide has been 
clearly defined at page 7, lines 13-15 of the specification (see the response at page 9, the 
3 rd paragraph). The applicants' argument is found to be not persuasive because page 7, 
lines 13-15 of the specification only mentions "non-native polypeptide" but does not 
provide further definition. Thus, the above rejection is maintained. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The claims 1, 6, 11-12, 14-19, 149, 152-156, 158-163 are rejected under 35 
U.S.C. 102(b) as being anticipated by Ferrari, F. A. et al (US Pat. No. 5514581). 

In Example 3, Ferrari et al teach a composition comprising protein polymer 
(termed CLP-CB, i.e., collagen-like protein) of SEQ ID NO: 66 having molecular weight 
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32,000 daltons (see column 39, lines 55-65) which is less than 50 KDa. The protein 
polymer comprises 5 identical repeating units (Gly-pro-Lys-Gly-Asp-Arg-Gly-Asp-Ala- 
Gly-Pro-Lys-Gly-Ala-Asp-Gly-Ser) 5 (see residues 69-81, 129-141, 189-201, 249-261 and 
309-321), which further comprise the repeating charge motifs, i.e., Lys -Gly-As p - Arg - 
Gly-As p -Ala-Glv-Pro-Lys-Glv-Ala-As p {positively charged residue and negatively 
charged residue are underlined). The Ferrari's composition has additional structural 
features: (i) the positively charged moieties of the repeating charge motifs are separated 
by intervening sequences comprising more than 8 amino acids (see SEQ ID NO:66), 
which have a distance larger than 32 A (in view of that a dimension occupied by 8 amino 
acid residues is equivalent to 32 A); and (ii) the intervening sequence is neutral (i.e., 
containing no charges amino acid residues). Note that the Ferrari's composition (CLP- 
CB) is used in therapeutics, e.g., wound dressing (see column 35, lines 37-39) and 
combined with organic agent (see Example 3 in column 47, line 21 to column 48, line 
10); thus, the Ferrari's composition is a pharmaceutical composition. Therefore, the 
Ferrari's teaching meets the all the limitations of the instant claims 1,19 and 163. 

In the protein polymer, since the intervening sequence comprising at least 43 
amino acid residues, i.e., the repeating charge motifs are separated by a distance larger 
than 155 A, the above Ferrari' teaching anticipates the instant claims 11-12. 

The repeating charge motif (Lys-Gly- Asp -ArR-Gly-As p -Ala-Gly-Pro-Lys-Gly- 
Ala-Asp) has positive to negative charge ratio of 1 :1, which anticipates the instant claims 
18 and 162. 
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Ferrari et al teach that the composition is modified by amide cross-linking (see 
Example 3 at column 41, lines 1-2), which anticipates the instant claims 6, 16 and 159- 
160 of the instant application. 

Also, Ferrari, et al teach that the protein polymer is recombinantly synthesized 
(see Example 3 at column 39), which anticipates the instant claims 14-15 and 158-159. 

In the said repeating charge motifs, the positive and negative charges are 
separated by at least one neutral amino acid (see Lys -Gly- Asp — -\ which anticipates the 
instant claim 152. 

In the Ferrari's protein polymer, the repeating charge motifs are separated by a 
sequence of at least 43 amino acids, which anticipates the instant claims 153, 155-156. 

In the said repeating charge motifs, the positive and negative charges are on 
adjacent amino acids (see . . .-Gly-Asp-Arg-Gly-), which anticipates the instant claim 154. 

Because the protein polymer of SEQ ID NO:66 has more than 26 free amine 
groups that are subject to said amide cross-linking modification, at least 10 amino acid 
are such modified. Thus, the above Ferrari's teaching is applied to the instant claims 17 
and 161. 

Response to the rejection under 35 USC 102 

The response filed 21 May 2004 argues that the independent claims 1 and 19 have 
been amendment in such that the polymer of the claims comprises entirely identical 
repeating units; and thus, the Ferrari et al. patent does not anticipate the instantly claimed 
invention (see pages 10-1 1 of the response). The applicants' argument is found to be 
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unpersuasive because the Ferrari's protein polymer does entirely comprise identical 
repeating units (see SEQ ID NO:66 structure, and the rejection supra), 

NOTE 

Claims 7-10, 13, 150-151 and 157 are objected to as being dependent upon a 
rejected base claims 1 and 19, but would be allowable if rewritten in independent form 
including all of the limitations of the base claim and any intervening claims. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 
706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 CFR 
1 .136(a). A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is filed 
within TWO MONTHS of the mailing date of this final action and the advisory action is 
not mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel Wei Liu whose telephone number is57 1-272- 
0949. The examiner can normally be reached from 9:00 a.m. to 5:30 p.m. on weekdays. If 
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attempts to reach the examiner by telephone are unsuccessful, the examinees supervisor, 
Weber, Jon, can be reached on 571-272-0925. The fax phone number for the organization 
where this application or proceeding is assigned is 703 308-4242 or 703 872-9306 
(official) or 703 872-9307 (after final). Any inquiry of a general nature or relating to the 
status of this application or proceeding should be directed to the receptionist whose 
telephone number is 703 305-4700. 




Samuel Wei Liu, Ph.D. 



COCHRANE CARLSON 
PRIMARY BCAMfiygj 



July 14, 2004 



